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afk qr<3T7- «hWI'J| *T^r?nT 
(^gr^ifTT ftww) 

17%cT^, 1987 

792(3t) :—3rWf^ ajh: tmm ^rnrst 
Om, 1945 TT ark ^ 

f?nmf ^ trm, arhft’ ark ^nnft srfg- 

Pm, 1940 (1940 fJT 23) «lft STCT 12 ark OTCT 
33 5ITT w akTwr irror % Traiqst, aitimr<% vtft 2 
isk 3, ^«r« (l), cTRt^ 29 Hs^MC, 1986 % 
1—3 qr, 'frrcr im+rc % afk qkarrr 

HdiMq (FTre«T fqvmr) irt arfsr^^TO 
^TT.^.Pr. 1332 (ar.), FrkPl 29 nt6'*41986 

% ^mr srqrrftRT fw w «tt aqpRnrf 

%, fanr% 53?^ sTvnf^ ^ qft «ft, trktv 


?rT 5 qff % arqqrq "j# arrw? afk 
^rrq qrq qij k, ftrqqfr ^tr Trarq^r qit qferqr, far^Jr 
arftr^qqr qfrrfsrq qr! «fl, arq^r q?! TT^rasr 
qrrr qf «ft; 

afk tT 5 r<T?r qff srPrirr orq^rr qf! 23 arqqtt, 

1987 qff qrqr fr qf <fif; 

aik ^n?PK ^ srr^q Prqqf Tt: 

JiTO arr^qf afV^ gsTTf qq fqqR qrt: f^rqr t : 

sr^:, arq, q-r: 6 rq, arkrj ark qqnqq 
^rrqqf arr«rPrqq, 1940 (1940 q?r 23) q?r srrqr 
12 afk tTRf 33 3 Tqr qq^ wrqqqf qrr qqk 
JT?, afVqRr srqrqf^ q>f ^ qtrq«f qrq^ % 

qqqrcj aftqfq qqwq ^rrqrff Prqq, 1945 qrr aftr: 
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% fWt? fHT<TRTf%^ IWT 5RT5fr t, 

aT*rf?!; :— 

1. (i) PFmf ^ ^TTTT 3i1trfsr srk 

smm HFTtfr {^g4 ?rwt^) i987 |i 

( 2 ) ^ TT^rTw flr smsi^ ^ aiO<si ^ 

^ I 

2 . sfWftT af^T 5r^«JfT ^TFnft fWT, J945 ^ 

5 ^r, srf^fsH' 3 % 

Jfl^ 3FTf;^«TTPm ^ ’STTtr^, STSTf^ :— 

‘‘ 4 . ITT ^rtrfw aftw % jrnff 

% f%t[ ?nHP3T +1 n^i I 

r;% ^ ^?rr i)r, ftrw ar^ 

^ I f{l^i I fr i ^ ^nrif^, 

fT *P?, aflT g:ftTK ^PV ^ sftr STm^Tfr 

?rfeT T?: ’Ptf srm ^r tt# 1 # ?f«R^ >»ft 3Tf?r#?5T 
'jnr ^ irq^ % 

^ ftr ^ if ipfswTt ^ ^ 

if^jiff % w Jf fwrar ’RT 'RR 3i^irH'+< ?>»rr 
^'tud^pf # spiTRPRt ^rfw ^ grsTT 

^ snnf^ ^rff afk Iwift wr Jf tRST sfk 
'TfraiTT ^ T^TTf^ T 

fRTtff % % arrff^ |tT, ITT 

^infrlT' ailrS' f^^-nTHPan +ii'ia>l % aT^^T ^*)jfl, 
3Rf?r :— 

1. ^t?2: qr arMrirt ’T ) i vif^'~irMq 'f 

if ^RT^ nrHpg rl tTRT *ffr ^TWTT^ afiRTTaff % 

anj^ rM I qiV ^trt frohR srw RTrfiq m- 
i i qilfvq r if Hfiqf^TT t, ^ arfsrfiRJT 5 ^ 

^ SRWt % f?Fr aTR 

4>Ki^ ' -P)rMq T if t. ?fr ^ ^ Wl^iRirqRT % 

RWT ^ RURR ajirenaff % 3T^ ^ I 

3?^5TT3ff ^ RTWR TT Srfir^ SHTR ^ 
ROTRT aj^Wraff if ^ -R, »n?WT, ¥[3^11, RT- 
ftlR 'RfJ % ^f^ 3TT ’TRqfr ^ ^fcrt, 
ftftRt qfT ft^fl «PT iRaR-, ^ 

sftr aiR 3TfiT^T5Tf«Rr ijfcff ^ 5FTT 

PrOiHui ITO anR an ^rwr 11 

2. fipRfiTftnr TOaff ¥?r aqrnnr 'r JTf^;n 
sr»TR srir f^, 'ri?? qr ?rtq1%T aftq^ % wr 
^mk^T 5RT fiF?rfnfe5T aRwraft % ar^^ ?ffif, 
aT«Tfg ;— 

(v) ftfipqt:—aftro fa^fRf ^ 

•ERirjpffiRT if qqr aifsppfqn 3T^«Traff ^r 
ai^tf4 5f*ff I ¥ff Ji^fn <i qr 

gqrftRT qft arn^ff i ftr?g at-jarm ^ fwn? 


[Part 1I-Sec. 3 (i);) 

an f aiY^! %qar TT 'nlPid 'Jiniff I 
qff snrfif, arf^^qgr, ¥(^ 

MrpR R fiBRT '€[ %qaT qx ^T?r 

qft I 

ftlw arj^ if arrsppfq'd’ fq-qxn 'rff^rq' % 
<TFTqff % SPT^ '(fr ^ 1 

(^) —afWfnqt, % fnq «Tt«ffq' 

qjT^qfrfqR if arf^qdw ar^waff % ar^q- 
^ I fqfTg ^(T, arrtrRr fT^TT, ar'R'jfcrr 
afk affff, ^ fast qr if «PTff % 
em arR ^rtpHr ?jfjqf ^ JjfT 
I 

q) ITT ^ if ’snt arr^ qraft qr^ ffrsrfrq 
STRT:—TT ^qftlT afh: fT^TRT 
t?qr qqR ^ if arrtif I narnffq- aft#! 

if qfff q§Tf ^ i tr if q-^qr^ 
qff qraf (?I3 3r?fT^T^) ^qrr if qf qf 
^TRT ^ qR ^ I ^qfxqr ^RRf qff 
^qHR aRrt?g % f^Ttr nfqr if i^V 
qf 3fR^?gaft % qrq ir qR 90 JTfnw 
afk arfsrqf % arfkqr 11 o srRrqq ^qf i 

(^) ?'^q¥R: —aM^qt, ?|qqq % i r r^f fq 
qqTqqrrfqqq if qqr arfnqrfqw ar^anaff % 

(t) qxfq:—afjqfffqf qx^q % qrcffq 

qnxitqfffqqT if qqr arfErqifsTq aj^snaff % 

argqq ^ 1 

3 . ixe qr qtq%qr arfq^f if fqjTPqqf, Tarriqf 
afk srfcptfqqff (^fr^qiq'rfeffq) q f-qR qqjfff 
qff arqrqfg iRq if 5t q| ancR^^ % ^ ^ ^ 
90 srfTOT afk arTg-qr ir arfnqi no qfqqq ^fqf; 
fqng tfan?qf aftx fqSTlq^ % fqir 90 s r fqq R 
qff fqxqqr xftqr qnj ^>ff i srfiT^fqq* qrir ?nft vj^qr 
^qfqf if xffqr irqq if ^ qf acR ^ ^ga ff % 90 if 
130 srPufR ^ 3)^ jfq JTfq^fqqr gisnftqf % 

if ^ffqr if ^ q^ anq^^^aff ^ 90 %" 140 

qfqXRT fWf I 

sfcrqfqq; qft ^ ^«n?f qxsr iff q^rdY % fsrq 
fqtrfftq qfRffqr qrg' qftiqi % qxj^ qx fqqx qrt^ 
ftf Miwfud qft arT n^qf i nfqiT qqarqff qff qr^ 
lixi' % fin? ^qqfq qff an% qrnf qjfqqf q?^ ^ 
fqaiqr Jnffq qr^ afh: qixdW qqq .iy tfi R i % affqq 
qmq if qqr ^ferftrq affaff qrr ^mfq 
anxrqr qr fqPnrfq f?n? anjqfid- qqrq qr^ % fir? 
qwq wifyviO Tixr qqr arjqffcr arR q^fqq^ q>r 
ar^qxq qrifxff i 
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4 . iiftqfcH sTRft ^rtff 4 ^rf 5 r^ ftftrRr'rr 

an^ 'TTtaflw" % artfrr fW afk ^ 3 t;: 5 T 
^ ^ dftqfT?T % 

wl«f>'(. ^ aft^ ^it ?}Wr 3 srf^pfTcr 

0 , 75 SrfwTPT I 

5 . % f^' 121 -^ % % 

qftwr ^ ^ qT?ft ^ HT ^rtqf^ % ar^ 

qrr qrftsnr ^ anrnFT arn^, sff 

60 ftr.ifT. ^ % trIt ^ % 3TTHR tt 

art^TU ^ TTRq- % {^ qm ^ ^ ^ I fw 

tratfw ark 'qrrdk qqriTqrrfwJr arf^r^f^ 

TT armrfkr ^ i ^rmr 

arfmqrfT^ ^ ir y'RfsRr qft f %?5 marr anr^ 
% 60 f^.qr. ?rk: mr qr arrsTk^ qm % 

% qra % arfsrqr q|f ^ i 

6 . ^T»n% q^nr ark qiqkiqr aftw 

ankqr^ % qrefk mJrqfrfqqr 

q qq q fspn antin' i qqfqq qi^ arrmfcq? 
g;qt q qqqfqq ^ am?q|- f%?g; qr^rr qrqq % 60 
ftr.qr. qfk % qR qr anrnfkr qrqq % ^ qrar 
q qlq qq q qrq q^lf ^ i 

fkqq : — 1 - 5-1979 qq> qqr qqtfqq artqftr qk 
qqqjq qrqqt ftqq, 1945 qqrRq ark 
qkqR qiHJiui qqrqq (^qRfq fqqrq) 
% qq.i«M q qkq^q | fqqq ajkftr 
qk qqmq qrqqt arftTfqqq qk fqqq 
('fVqtaq qq 6 i) ar^ifw ti 
cRqirqirj qqq fqqqf ^T qrrq % Ti^rra', 
qiq II, qrR 3 (i) q qqqfqq fq^- 
kr^RT qfq^^qqrarf sirr qqtsjq fqjqr 
qqr, qq^i;:— 

1. qr.qq.fq. 1241 qkt^ 6-10-79 

2. qT.qTT.fq, 1242 qkkr 6-10-79 

3. qr.qq.fq. 1243 qkt^ 6-10-79 

4. qr.qjT.fq. 1281 qkt^ 12-10-79 

5. qr.qq.fq. 430 qkkr 19-4-80 

6 . qr.qq.fq. 779 rrrftq 26-7-80 

7. qr.fT.fq. 54 o(q) qrft^ 22-9-1980 

8. qr.^.fq. eso (q) qkkr 5 - 12-80 

9. qT.vr.fq. esi (q) nkkr 5-12-80 

10. qT.qq.fq. 682 (q) qrd^ 5-12-80 

11. qr.qq.fq. 27 (q) 17-1-81 

12. qr.TT.^r. 478 (q) qrOw 6-8-8I 

13. qr.qq.ft'. 62 (q) qkkr 15-2-8? 


14. 

qr.TT.fq. 

15. 

qT.<PT.fq. 

16. 

qr.sFT.fq. 

17. 

qT. 4 rT.fq. 

18. 

qT.4?T.fq. 

19- 

qr.tTT.fq. 

2 0- 

qr.TT.k. 

21. 

qT. 4 rT.fq. 

22. 

qT. 4 q.fq. 

23. 

qT.4rT k. 

24- 

qT. 4 q.fq. 

2 5. 

qT. 4 q.fq. 

26. 

qT. 4 q.fq. 

27- 

qT. 4 q.fq. 

2 8. 

qr.qq.fq. 

29. 

qT. 4 q.fq. 


462 (q) qkkf 22-6-82 
5 10 (q) qkt^ 26-7-82 
13 (q) qktq 7-1-83 
318 (q) qkhi 1 - 5-84 
331 (q) qr^kr 8-5-84 
460 (q) qTTW 20-6-84 
487 (q) qrtkr 2-7-84 
89 (q) qktq 16-2-85 
788 (q) qkkr 10 - 10-85 
17 (q) qktq 7 - 1-86 
1049 (q) qkVq 29-8-86 
1060 (q) qkkr 5 - 9-86 
1115 (q) qkkr 30 - 9-86 
71 (q) qktq 30-1-87 
570 (q) qkkr 12 - 6-87 
62 6 (q) qkkr 2 - 7-87 


[q. lT!Tq-iioi4/2/85-friTqi^lk«fi'q«5l?] 

irq.ql. gq^qqq, qfqq 


MINISTRY OF HEALTH AND FAMILY 
WELFARE 

(Department of Health) 

New Delhi, the 17th September, 1987 
NOTIFICATION 

G.S.R. 792(E).—^Whereas a draft of certain rules 
further to amend the Drugs and Cosmetics Rules, 
1945 was published, as required by sections 12 and 
33 of the Drugs and Cosmetics Act, 1940 (23 of 
1940), with the notification of the Government of 
India in the Ministry of Health and Family Welfare 
(Department of Health), No. G.S.R. 1332(E), dated 
the 29th December, 1986, at pages 3 and 4 of the 
Gazette of India, Extraordinary, Part II Section 3, 
Sub-section (i), dated the 29th December, 1986, in¬ 
viting objections and suggestions from all persons 
likely to be affected thereby before the expiry of a 
period of Sixty days from the date on which the 
copies of the Official Gazette in which the said notifi¬ 
cation was published were made available to the 
public; 

And whereas the copies of the said Gazette were 
made available to the public on the 23rd January, 
1987; 

And whereas the objections or suggestions received 
from the public on the said draft rules have been con¬ 
sidered 1^ the Central Government; 
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[Part II— Sec. 5(i)] 


Now, therefore, in exercise of the powers conferr¬ 
ed by sections 12 and 33 of the Drugs and Cosme¬ 
tics Act, 1940 (23 of 1940), the Central Government 
after consultation with the Drugs Technical Advi¬ 
sory Board, hereby makes the following rules further 
to amend the Drugs and Cosmetics Rules, 1945, 
namely ;— 

1. These rules may be called the Drugs and Cos¬ 
metics (Fourth Amendment) Rules, 1987. 

(2) They shall come into force on the date of their 
publication in the Official Gazette. 

2, In the Drugs and Cosmetics Rules, 1945 in 
Schedule V, after entry 3, tlv^ following new entry 
shall be inserted, namely :— 

“4, General Standars for Different Categories of 
Patent or Proprietary Medicine. 

In the case of Pharmaceutical products containing 
several active ingredients, the selection shall be such 
that the ingredients do not interact with one another, 
and do not affect the safety and therapeutic efficacy 
of the product. The combination shall not also lead 
to analytical difficulties for the purpose of assaying 
the content of such ingredient separately. The subs¬ 
tances added as additives shall be innocuous, shall 
not affect the safety or therapeutic efficacy of the ac¬ 
tive ingredients, and shall not affect the assays and 
identity tests in the amount present/’ 

Subject to the provisions of these rules, patent or 
proprietary medicines shall comply with ffie follCvv- 
ing standards, namely 

1. Patent or proprietary n\odicines shall comply 
with the general requirements of the dosage form 
under which it falls as given in the Indian Pharma¬ 
copoeia. If the dosage form is not included in the 
Indian Pharmacorpoeia, but is included in any other 
pharmacopoeia, prescribed for the purpose of the Se¬ 
cond Schedule to the Act, it shall comply vvith the 
general requirements of the dosage of such pharma¬ 
copoeia. Without prejudice to the generality of the 
foregoing requirements, general requirements shall 
include compliance with colour consistency^ clarity, 
stability, freedom from contamination with foreign 
matter or fungal growth, defects like chipping and 
capping of tablets, cracking of the poating, mottled 
appearance and other characteristic defects that can 
be perceived by visual inspection. 

2. Without prejudice to the generality of the follow¬ 
ing paras, dosage forms of patent or proprietary medi¬ 
cines shall comply with the following requirements, 
namely :— 

(a) Tablets : Medicine shall comply with require¬ 
ments for tablets as laid down in the Indian 
Pharmacopoeia, The nature of coating shall 
be indicated on the label. Pennited colours 
may, however, be added and declared on the 
label. Nature of tablets, such as unpoated, 
sugar coated or filmcoated, shrJl al^o be 
declared on the label. 


Tablets shall also comply with the standard® for 
disintegration test laid down in this Schedule. 

(b) C/apsulcs; Medicines shall comply with the 

requirements for capsules laid down in the 
Indian Pharmacopoeia. However, the cap¬ 
sules, shall be free from distortion of shape, 
discolouration and other physical defects 
like leakage of power from joints, pinholes 
or cracks in the capsules; 

(c) Liquid oral dosage forms : Emulsions and 

suspensions shall dispose uniformly on shak¬ 
ing, Homogeneous solutions shall contain- 
no sediments. The volume of ihc product 
(net content) in the container shall be not 
less than the labelled volume. The limit 
for ethanol content of pharmaceutical pro¬ 
ducts shall be not less than 90 per cent and 
not more than 110 per cent of the labelled 
contents. 

(d) Injections : Medicines shall comply with the 
requirements for injections as laid down in 
the Indian Pharmacopoeia. 

(e) Ointments : Medicines shad comply with the 
requirements for ointments as laid down in 
Indian Pharmacopoeia. 

3. The content of active ingredients, other than 
vitamins, enzymes and antibiotics in patent or pro¬ 
prietary medicines shall be not less than 90 per cent 
and not more than 110 per cent of the labelled con¬ 
tent; however, for enzymes and vitamins, only for 
lower limit of 90 per cent shall apply. In all dry for¬ 
mulations containing antibiotics, the limit shfdl be 90 
to 130 per cent of the labelled contents and in case 
liquid antibiotic formulations, the limit shall be 90 
to 140 per cent of labelled contents. 

Fiducial limits for error for microbiolobical assay 
of antibiotics may be estimated depending upon the 
design of assay procedure. Methods, used for assaying 
active ingredients shall employ the same basic princi¬ 
ples and shall use same organisms as given in the latest 
edition of the Indian Pharmacopoeia or shall follow 
any other methods as approved by the authority 
competent to grant licence to manufacture. 

4. All patent or proprietary medicines containing 
aspirin shall be subjected to “Free Salicylic Acid 
Test” and the limit of such acid shall be 0.75 per 
cent. Except in case of soluble type aspirin in which 
case the limit of such add shall be 3 percent. 

5, Patent, or proprietary medicine to be tested un¬ 
der the provisions of rule 121-A for pyrogen shall be 
tested by injecting into rabbits not less than the hu¬ 
man dose of the medicine based on body wciglit of a 
60 Kg human being. Methodology and limits shall ^ 
based on the method recorded in the Indian Pharma¬ 
copoeia, Dose selected shall be indicated in the proto¬ 
col but the dose shall be not greater than 5 times the 
human dose based on body weight of 60 kg for man. 

6, In injectable patent or proprietary medicines, 
the test for freedom from toxicity, shall be preform¬ 
ed as described in the Indian Pharmacopoeia. Dose 
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selected shall be indicated in the protocol but the dose 
shall not be less than five times the human dose based 
on body weight of 60 kg, human being. 

Note,—The Drugs and Cosmetics Ru]e,s, 1945, as 
amended up to 1-5-1979, is contained in the publi¬ 
cation of, the Min. of Health and Family Welfare 
(Department of Health") containing the Drugs Sc Cos¬ 
metics Act and the Rules fPDGHS 61). Subsequently 
the said rules have been amended by the following 
Notifications published in Part 11, Section 3(i) of the 
Gazette of India. Namely :— 

1. GSR 1241, dated 6-10-1979 

2. GSR 1242, dated 6-10-1979 

3. 'GSR 1243, dated 6-10-1979 

4. GSR 1281, dated 12-10-1979 

5. GSR 430 dated 19-4-1980 

6. GSR 779 dated 26-7-1980 

7. GSR 540(E) dated 22-9-1980 

8. GSR 680(E), dated 5-12-1980 

9. GSR 681(E). dated 5-12-1980 

10. GSR 682(E), dated 5-12-1980 

11. GSR 27(E), dated 17-1-1981 

12. GSR 478(E), dated 6-8-1981 


13. GSR 62(E), dated 15-2-1982 

14. GSR 462(E), dated 22-6-1982 

15. GSR 510(E), dated 26-7-1982 

16. GSR 13(E) dated 7-1-1983 

17. GSR 318(E), dated 1-5-1984 

18. GSR 331(E), dated 8-5-1984 

19. GSR 460(E), dated 20-6-1984 

20. GSR 487(E), dated 2-7-1984 

21. GSR 89(E), dated 16-2-1985 

22. GSR 788(E), dated 10-10-1985 

23. GSR 17(E), dated 7-1-1986 

24. GSR t049(E). dated 29-8-1986 

25. GSR 1060(E), dated 5-9-1986 

26. GSR 1U5(E), dated 30-9-1986 

27. GSR 71(E), dated 30-1-1987 

28. GSR 570(E), dated 12-6-1987 

29. GR 626(E), dated 2-7-1987. 

[No. X-U014|2|85-DMS&PFA1 
S. V. SUBRAMANIYAN, Jt. Sccy. 
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